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To whom it may concede, 

We appreciate the opportunity to provide alit 
Gingivitis: development and eva~~tio~ ofDrugs fo 
Department of Health aqd Human Servkes F 
Drug Evaluation and Research ~CD~~~ June 

Our comrns about the drank dor;ument center on res used for anti- 
gingivitis products and elinki $i~~~~~ce. We 
probing be included as one of the possible primary 
scientists in evahtating drugs for the pr~~~jon and tre~rn~ of gin~v~t~s. We feel that 
it is su%cient as a primary outcome v&able because: 

1. it is an objective measure of 
2. it is a reliable and verifiable 

20013 
3. it is highly correlated with ~~o~~ca~ 

Caton, J f 992; Caton,J 1988; C 
4. it is readily int~ret~~e in 
5. it is highly correlated with 

Clinical Q-ials evauating ~~~~~vit~s products have 
issue of how to measure gingivitis. Clinical trials evaluati 
used either a gingiva! index 
(LOE,H 1963), Modified gi 
ordinal evaluation of the color and the shape of the ~g~~~ ~~giv~~ tissue. The drafi 
recommendations are based, in part, on Imrey et al, 
that paper, considerable 
clinical significance, because ’ 
than gingival bleeding assess 
without reductions in ble 
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In conclusion, as clinical scientists, we would like the abihty to use bleeding on probing 
as a primary outcome variable for studies evaluating drugs for the prevention or treatment 
of gingivitis. Bleeding on probing is objective, reliable, and ver2iabl.e by histology as a 
direct measure of gingivitis, Furthermore, bleeding on probing is meaningfully 
interpretable when assessing clinical significance, On all of these criteria, bleeding on 
probing meets or exceeds the gingival indices as a primary outcome variable. We also 
note that the guidance document s,hould allow for the possibility or option of selecting 
future, improved measures of gmgivitis for assessing new drugs. 

We thank you for considering this request. 

Distinguished Professor, Professor, Periodontology 
Oral Biology and Microbiology and Oral Biology 
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